From: Haggerty, Megan <Megan.Haggerty@fda.hhs.gov> 

Sent: Monday, October 1, 2012 9:58 PM 

To: Sands, Margaret M <Margaret.Sands@fda.hhs.gov>; Emerson, Debra 

<Debra.Emerson@fda.hhs.gov>; Kreiter, Philip <Philip.Kreiter@fda.hhs.gov>; 
Degarmo, Stacey <Stacey.Degarmo@fda.hhs.gov> 

Subject: Follow up items for 10/2 


Everyone, 

Please note the MA Board of Pharmacy has issued a Quarantine Notice today, 10/01/2012, to control all remaining inventory of the 
suspect dmg product including returned recalled drug products, excipients, API, and raw materials. Please obtain a copy from the MA 
Board of Pharmacy. 

Please follow up on the following items at NECC tomorrow and report to Margaret at the end of the day (many of these items were 
questions on tonight’s 6:30 pm call): 

■ Confirmation of jurisdiction- please report on findings for each of the 10 elements in the Pharmacy Compounding CPG. 

■ Confirmation of the manufacturing process. Evaluate the condition of the manufacturing equipment and facility evaluation. 

■ Determining if the firm cleaned the isolators used to manufacture the methylprednisolone acetate and the room containing the 
isolators and how they were cleaned. 

■ Firm results on both the for-cause and routine environmental and personnel monitoring samples- do any samples demonstrate 
Aspergillus? Can we confirm when these were taken- before/after the room and isolator cleaning? 

■ Determine the firm’s progress on the recall toward reconciliation of all units from the three lots in their voluntary recall. Obtain 
supporting evidence electronically if possible. 

• Begin a field exam of available units of methylprednisolone acetate. 

■ Perform a sample collection of 150 vials from lot 08102012@5 1 (and the two other lots if/when they become available). Please talk 
to Margaret for details on the breakdown of the collection into three sets of 50 vials each. (Based on the ODER OCC counselor’s 
comments, they don’t see an issue with authority to sample. If they refuse then document the refusal and report refusal to Margaret.) 

Thank you. 


Regards, 

Megan A. Haggerty 

Acting Director Investigations Branch 
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